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Susan Ha er, Owner
TNutritiona Source, Inc.

(D. b.a.) Nutrisource, Inc. and Healthy Foods “
1507 Monroe Street
Paducah, KY 42001

Dear Ms. Harper:

--- —-. Our review of the labels for Low Fat Oatmeal Cookie with Carob& Raisins, Low Fat Yogurt
Chip Cookie with Fruit & Nut, Low Fat Date& Nut Cookie with Raisins, and Low Fat/Low
Calorie Cheese Cake distributed by your firm reveals that they are in violation of Section 403 of
the Federal Food, Dru , and Cosmetic Act (the Act) and Title 21, Code of Federal Remdations

f(CFR), Part 101- Foo Labeling.

The Food and Drug Administration (FDA) laboratory analyses of the bakery products listed
above revealed that the products contain more than 120°/0 of the amount of total fat, saturated fat,
and calories declared per serving on the labels as follows:

Low Fat Oatmeal Cookie with Carob & Raisins:
Calories = 329% to 408% of declared
Total Fat =178?40to 187% of declared
Sat. Fat =203% to 2 14?40of declared

Low Fat Yogurt Chip Cookie with Fruit & Nut:
Calories = 327’XOto 409?40of declared
Total Fat =235’XOto 248% of declared
Sat. Fat = 289V0 to 301V0 of declared

Low Fat Date & Nut Cookie with Raisins:
Calories =323% to 373% of declared
Total Fat = 163?40to 177% of declared
Sat. Fat = 192% to 203% of declared

—

Low Fat/Low Calorie Cheese Cake:
Calories = 152’+foto 162% of declared
Total Fat =279% to 303V0 of declared
Sat. Fat = 484% to 519V0 of declared
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The cookie products are misbranded within the meaning of section 403(r)(l)(A) and 403(a) of
the Act in that they bear the claim,’’L0W FAT”, contain ;reater than 3 grams of fat in the
declared serving (78g cookie), and the claim “LOW FAT’ is not accompanied by a disclaimer
which explains the basis of the claim in accordance with 21 CFR 101.13(p)(l) and 21 CFR
101. 12(g), e.g., LOW FAT, less than 3 grams of fat per 30 grams (about 1/3 cookie),

‘

The LOW FAT/LOW CALORIE Cheese Cake is misbranded within the meaning of section
403(r)(l)(A) and 403(a) of the Act in that the product bears the claims “LOW FAT” and “LOW
CALORIE” but it does not qualify for either of these claims, in that based on the FDA analyses,
the cheese cake contains more than 3 grams of fat and more than 40 calorles per 125 g per
reference amount. The cheese cake as currently formulated will not be able to bear either of
these claims.

It appears that one or more of the ingredients listed in the cheese cake product (e.g., fat free sour
cream) may be ingredients which are themselves composed of more than one ingredient. All
ingredients in a food must be declared on the food label. Multi component ingredients which
have established names may be declared in either of the two wayss ecified in 21 CFR 101.4(b).

[That is , by either listing the multi component ingredient by its esta lished name followed
parenthetically by the listing of all the ingredients that comprise the multi component ingredient
or by inco~orating the common or usual name of every com orient of the multi com orient

$ {ingredient mto the statement of ingredients in descending or er of predominance in t e finished
food without listing the multi component ingredient itself.”

.-=.
The violations cited in this letter are not meant to be an all-inclusive list of deficiencies on your
labels. Other label violations can subject your food roducts to legal action. It is your

rresponsibility to assure that all of your products are abeled in compliance with all applicable
statutes enforced by FDA.

We request that you take prompt action to correct these violations. Failure to achieve ~rompt
corrections may result in enforcement action such as seizure being initiated by FDA without
further notice.

You should also be aware that the law requires that the net contents be declared in metric units
as well as inch-pound units. However, FDA has not published final regulations on how the
declaration is to be made. FDA recommends that if a firm wishes to avoid having to change
labels again when the regulations on the ~etric declaration become effective, the firm should add
the metric contents statements now, using the guidance provided in the proposed regulations
published in the December21, 1993, Federal Register. We expect that any differences between
that proposal and the final regulations will be minor and will not by themselves require a label
change.

Please advise us in writing within fifteen (15) working days of recei t of this letter of the specific
?actions you have taken to correct the violations along with copies o the revised labels. If

corrective action cannot be completed within 15 days, state the reason for the delay and the time
within m’hich corrections will be completed.

_—_
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Your reply should be sent to the Food and Drug Administration, 1141 Central Parkway,
Cincinnati, Ohio 45202 to the attention of Evelyn D. Forney, Compliance Officer.

>

cc: Robert J. Ligon, Manager
Nutritional Source, Inc.
1507 Monroe Street
Paducah, KY 42001
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